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DETAILED ACTION 
Notice to Applicant 

1 . This communication is in response to tine amendment filed 6/1 7/08. Claims 1 2 
and 21 have been amended. Claims 1-11 and 27-38 are withdrawn. Claims 12-26 and 
39-48 are rejected. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 1 02 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 

3. Claims 12-15, 17-26, 39 and 44 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Lebel et al. (US 2002/0016568 A1) in view of Pilarczyk (4,766,542). 
(A) Referring to claim 12, Lebel discloses an implantable drug delivery device for 
delivering at least one drug to a patient comprising in combination (abstract of Lebel): 

(a) at least one reservoir each containing at least one drug (para. 60 of Lebel); 

(b) a drug scheduling module for determining whether the drug should be 
replenished (para. 179 of Lebel); and 



Application: 10/002,669 
Art Unit: 3686 



Paper No. 20081002 
Page 3 



(d) a telemetry module providing bi-directional communications with an external 
device (Fig. 3 of Lebel), 

wherein the drug scheduling module receives data about the implantable drug 
delivery device, wherein the data is drug usage information (para. 179 and para. 180 of 
Lebel). 

Lebel does not disclose an appointment scheduling module automatically 
initiated by the drug scheduling module, and without scheduling input 
contemporaneously provided by the patient, for automatically scheduling an 
appointment to replenish the drug in the device and allowing the appointment 
scheduling module to schedule the appointment. 

Pilarczyk discloses an appointment scheduling module automatically initiated by 
the drug scheduling module, and without scheduling input contemporaneously provided 
by the patient, for automatically scheduling an appointment to replenish the drug in the 
device and allowing the appointment scheduling module to schedule the appointment 
(col. 1 , line 52 - col. 2, line 34 and col. 6, lines 15-55 of Pilarczyk). 

At the time of the invention, it would have been obvious to a person of ordinary 
skill in the art to combine the aforementioned features of Pilarczyk within Lebel. The 
motivation for doing so would have been to automatically identify a refill date in order for 
replenishment to occur when the customer's supply of the drug runs out (col. 1 , line 52 - 
col. 2, line 34 of Pilarczyk). 
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Insofar as the claim recites "selected from the group consisting of," it is 
immaterial whether or not the other elements are also disclosed. 

(B) Referring to claim 13, Lebel discloses wherein the module contacts via the external 
device at least one entity, wherein the entity is selected from the group consisting of a 
pharmacy, a caregiver, a physician, a hospital, and the patient (para. 134 of Lebel). 

Lebel does not expressly disclose an appointment scheduling module. 

Pilarczyk discloses an appointment scheduling module (col. 1 , line 52 - col. 2, 
line 34 and col. 6, lines 15-55 of Pilarczyk). 

At the time of the invention, it would have been obvious to a person of ordinary 
skill in the art to combine the aforementioned feature of Pilarczyk within Lebel. The 
motivation for doing so would have been to automatically identify a refill date in order for 
replenishment to occur when the customer's supply of the drug runs out (col. 1 , line 52 - 
col. 2, line 34 of Pilarczyk). 

(C) Referring to claim 14, Lebel discloses the drug scheduling module further receives 
data (para. 320 of Lebel). 

(D) Referring to claim 15, Lebel discloses wherein the drug management instructions is 
deliver drug to a specified location (para. 204 of Lebel). 

Insofar as the claim recites "the group consisting of," it is immaterial whether or 
not the other elements are also disclosed. 
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(E) Referring to claim 17, Lebel discloses wherein the drug scheduling module includes 
a drug management algorithm to forecast when a next refill of pump reservoir is 
required (para. 179, para. 207, and para. 318 of Lebel). 

(F) Referring to claim 18, Lebel does not disclose wherein the appointment scheduling 
module is capable of contacting at least one entity for the appointment, wherein the 
entity is selected from the group consisting of a pharmacy, a caregiver, a physician, a 
hospital, and the patient. 

Pilarczyk discloses wherein the appointment scheduling module is capable of 
contacting at least one entity for the appointment, wherein the entity is a pharmacy (col. 
1 , line 52 - col. 2, line 34 and col. 7, lines 19-54 of Pilarczyk) 

At the time of the invention, it would have been obvious to a person of ordinary 
skill in the art to combine the aforementioned feature of Pilarczyk within Lebel. The 
motivation for doing so would have been to automatically identify a refill date in order for 
replenishment to occur when the customer's supply of the drug runs out (col. 1 , line 52 - 
col. 2, line 34 of Pilarczyk). 

Insofar as the claim recites "the group consisting of," it is immaterial whether or 
not the other elements are also disclosed. 

(G) Referring to claims 19 and 20, Lebel discloses wherein the implantable drug 
delivery device is in communication with a computing device, the computing device 
operatively coupled to the entity (see Fig. 3 of Lebel). 
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Lebel does not disclose wherein the computing network is the Internet. However, 
at the time of the invention, it would have been obvious to a person of ordinary skill in 
the art to include a network such as the Internet in order to provide world wide access to 

the services provided by the system. 

(H) Referring to claim 21, Lebel discloses an implantable drug delivery device, 
comprising (para. 204 and Fig. 3 of Lebel): 

(a) a housing (para. 204 and Fig. 3 of Lebel); 

(b) a drug reservoir carried in the housing configured to contain a therapeutic 
substance (para. 204 and Fig. 3 of Lebel); 

(c) a flow control coupled to the drug reservoir for controlling the flow of the 
therapeutic substance from the drug reservoir through an infusion port (para. 204 and 
Fig. 3 of Lebel); 

(d) electronics coupled to the flow control and a power source (para. 204 and 
Fig. 3 of Lebel); 

(e) a telemetry module coupled to the electronics (para. 204 and Fig. 3 of Lebel); 

(f) memory coupled to the electronics, the memory containing pump refill criteria 
and other refill criteria (para. 204, para. 179, para. 186, and Fig. 3 of Lebel); 

(g) a monitoring module coupled to the memory and the electronics that monitors 
at least one pump operation variable (para. 204, para. 179, and para. 186 of Lebel); 
and. 
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(In) a refill module coupled to the memory and the electronic, the refill module 
configured to calculate at least one relationship among the pump refill criteria and 
monitored pump variables, the refill module configured to decide whether a pump 
refill activity should be reported, and the refill module configured to activate the 
telemetry module to report a refill activity, wherein the module is adapted to contact 
via the telemetry module a physician for the scheduling activity (para. 204, para. 
179, para. 186, Fig. 3, para. 132, and para. 134 of Lebel). 

Lebel does not expressly disclose the scheduling module configured to decide 
automatically and without scheduling input contemporaneously provided by the patient 
whether an appointment is required and to contact at least one entity for the 
appointment scheduling automatically, and without scheduling input contemporaneously 
provided by the patient. 

Pilarczyk discloses the scheduling module configured to decide automatically 
and without scheduling input contemporaneously provided by the patient whether an 
appointment is required and to contact at least one entity for the appointment 
scheduling automatically, and without scheduling input contemporaneously provided by 
the patient (col. 1 , line 52 - col. 2, line 34 and col. 6, lines 15-55 of Pilarczyk). 

At the time of the invention, it would have been obvious to a person of ordinary 
skill in the art to combine the aforementioned feature of Pilarczyk within Lebel. The 
motivation for doing so would have been to automatically identify a refill date in order for 
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replenislinnent to occur wlien the customer's supply of the drug runs out (col. 1 , line 52 - 
col. 2, line 34 of Pilarczyk). 

Insofar as the claim recites "selected from the group consisting of," it is 
immaterial whether or not the other elements are also disclosed. 
(I) Referring to claim 22, Lebel discloses wherein the refill module determines whether 
an appointment is necessary to perform a pump refill (para. 179 and para. 186 of 
Lebel). 

Insofar as the claim recites "the group consisting of," it is immaterial whether or 
not the other elements are also disclosed. 

(J) Referring to claim 23, Lebel discloses wherein the refill module communicates via 
the telemetry module with an external device (Fig. 3 of Lebel). 
(K) Referring to claim 24, Lebel discloses contacting the patient via the telemetry 
module (para. 134 and Fig. 3 of Lebel). 

Lebel does not disclose wherein the scheduling module contacts the patient for 
the appointment scheduling. 

Pilarczyk discloses wherein the scheduling module contacts the patient for the 
appointment scheduling (col. 1, line 52 - col. 2, line 34 of Pilarczyk). 

At the time of the invention, it would have been obvious to a person of ordinary 
skill in the art to combine the aforementioned feature of Pilarczyk within Lebel. The 
motivation for doing so would have been to automatically identify a refill date in order for 
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replenislinnent to occur wlien the customer's supply of the drug runs out (col. 1 , line 52 - 
col. 2, line 34 of Pilarczyk). 

(L) Claims 25 and 26 repeat the same limitations of claims 19 and 20, and are therefore 

rejected for the same reasons given for those claims. 

(M) Referring to claim 39, Lebel does not disclose wherein the appointment scheduling 
module comprises a scheduling management algorithm capable of being enabled by the 
drug scheduling module to initiate the automatic scheduling of an appointment. 

Pilarczyk discloses wherein the appointment scheduling module comprises a 
scheduling management algorithm capable of being enabled by the drug scheduling 
module to initiate the automatic scheduling of an appointment (col. 1 , line 52 - col. 2, 
line 34 and col. 6, lines 15-55 of Pilarczyk). 

At the time of the invention, it would have been obvious to a person of ordinary 
skill in the art to combine the aforementioned feature of Pilarczyk within Lebel. The 
motivation for doing so would have been to automatically identify a refill date in order for 
replenishment to occur when the customer's supply of the drug runs out (col. 1 , line 52 - 
col. 2, line 34 of Pilarczyk). 

(N) Claims 44 repeats the same limitations as claim 39, and is therefore rejected for the 
same reasons given above. 
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4. Claims 40-41 and 45-46 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Lebel et al. (US 2002/0016568 A1) in view of Pilarczyk (4,766,542), 
and further in view of Mayer et al. (US 2002/001 0597 Al ). 

(A) Claims 40-41 and 45-46 have not been amended and are therefore rejected for the 
same reasons given in the previous Office Action, and incorporated herein. 

5. Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over 

Lebel et al. (US 2002/0016568 Al) in view of Pilarczyk (4,766,542), and further in view 
of Akersetal. (6,112,182). 

(A) Claim 16 has not been amended and is therefore rejected for the same reasons 
given in the previous Office Action, and incorporated herein. 

6. Claims 42-43 and 47-48 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Lebel et al. (US 2002/0016568 Al) in view of Pilarczyk (4,766,542), 
and further in view of Cummings, Jr. et al. (US 6,345,260 B1). 

(A) Claims 42-43 and 47-48 have not been amended and are therefore rejected for the 
same reasons given in the previous Office Action, and incorporated herein. 
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Response to Arguments 

7. Applicant's arguments with respect to claims 12 and 21 have been considered 
but are moot in view of the new ground(s) of rejection. 

Conclusion 

8. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LENA NAJARIAN whose telephone number is (571) 
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272-7072. Tlie examiner can normally be reached on Monday - Friday, 9:30 am - 6:00 
pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jerry O'Connor can be reached on (571) 272-6787. The fax phone number 
for the organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or (571) 272-1000. 

/L. N./ 

Examiner, Art Unit 3686 
In 

10/3/08 

/Gerald J. O'Connor/ 
Supervisory Patent Examiner 
Group Art Unit 3686 



